Background: Several characteristics of Crohn's disease, such as varying phenotypes and inconsistent outcome measures can make it a difficult disease to study. Further, in the setting of clinical trials, investigators often face challenges pertaining to poor study recruitment, prohibitive costs, and high placebo rates. Aims: To discuss the potential of adaptive clinical trials in Crohn's disease trials. Methods: Adaptive trials are a relatively new approach to clinical trials that allow for modification of the trial design based on interim analyses of data collected during the study. There are a number of different adaptive designs. First, response adaptive randomization refers to changes in the randomization ratio based on an interim analysis. Second, sample size reassessment allows for changes in allocation of treatment ratio to favor drugs that show positive results. Third, seamless studies, a type of design that allows for immediate continuation from one phase of a clinical trial to another, can be utilized to combine Phase II and Phase III trials. Finally, adaptive enrichment allows for modification of eligibility criteria based on interim analyses that suggest one subgroup has a more favorable response. Master protocols involve a single overarching protocol that allows investigators to evaluate multiple treatments in more than one patient group or disease type. Statistical analyses within adaptive trials can be complex, and the use of Bayesian methods is often ideal. Bayesian statistics is a statistical approach whereby a probability expresses a degree of belief in an event, established from the combination of prior data and data accumulated throughout the trial. Results: We will review various adaptive designs and their potential in Crohn's disease clinical trials. Conclusions: Master protocols and adaptive designs may improve the quality and efficiency of future trials in Crohn's disease.
